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(57) Abstract 

A method and apparatus to store and aid in the 
dispensing of calendar-oriented drugs (23) in which the 
apparatus comprises a carrier (20) containing a plurali- 
ty of pill-containing enclosures (24), the enclosures 
(24) arranged in rows. Numerical and/or alphanumeri- 
cal indicia (44) are associated with the enclosures (24) 
so that each enclosure (24) is associated with only one 
day in a calendar month (44). One or more additional 
enclosures in different rows (33) may also be associat- 
ed with the same calendar date. Corresponding indicia 
on the reverse side of the carrier aid in the determina- 
tion of which enclosure(s) (24) to open. In this way the 
user can easily determine and verify that the proper en- 
closure^) (24) has been opened. The package also pro- 
vides a visual indication of the calendar days for which 
pills have not been used by the patient and in this way 
provides patient compliance information to the physi- 
cian prescribing such drugs. The dispensing apparatus 
(20) is particularly suited to the administration of cal- 
endar-oriented prescription drugs for the treatment of 
menopausal symptoms. 
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CALENDAR-ORIENTED PILL DISPENSER 
Cross-Reference to delated Application 

The present application is a continuation-in-part of 
U.S. Patent Application Serial No. 06/563,148, filed 19 
December 1983 for a Calendar-Oriented Pill Dispenser. 



Technical Pi girl 

The present invention is directed to the packages and 
methods for dispensing pills and particularly packages for 
dispensing calendar-oriented drugs. 
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BackcrminH Arf 

Many types of drugs are taken over a variety of days in 
varying amounts in order to provide for their effective 
administration. Packages have been developed for aiding the 
user of such drugs to comply with proper administration of 
those drugs over a period of days. Typical of such drugs 
are birth control pills which are taken over a period of 
days corresponding to a woman's menstrual cycle and the 
administration of anti-inflammatory drugs such as cortisone 
and cortisone-like drugs for the treatment of various 
ailments. The dispensing apparatus associated with such 
multiple day administered drugs are typically directed to 
the administration of drugs irrespective of the particular 
day of the month and indeed are typically administered so as 
to be timed to a body (circadian) cycle. 

The present invention is directed to the administration 
of drugs in pill form whose administration is based upon the 
actual calendar date and thus is geared to initial 
administration on the first day of a given month. 
Thereafter, the patient continues to take the pill or pills 
on a daily basis, corresponding to the days of the month. 
If the patient fails to take the pill or pills for a given 
day, he or she merely takes the pill or pills for the 
following day leaving those for the previous day in the 
dispensing package. In this way, a complete verifiable 
record of patient compliance is available to the attending 
physician, thereby allowing the physician to be better able 
to determine what course of action to take depending upon 
the degree of patient compliance. 

The present invention is particularly suited for the 
administration of drugs for the treatment of menopausal 
symptoms. it is known that during the natural course of a 
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woman's life she will experience a decrease in estrogen 
production normally between the ages of 45 and 55. Such 
decrease in estrogen production can also be caused by 
surgical removal of the ovaries. In either case, when the 
amount of estrogen in the blood begins to decrease, a woman 
may develop various symptoms including the feelings of 
warmth in the face, neck or chest; or sudden intense 
episodes of heat and sweating throughout the body (typically 
known as "hot flashes") with the severity of these symptoms 
varying from woman to woman. Some women also may develop 
atrophic vaginitis which can cause discomfort. In order to 
treat these symptoms, estrogens may be prescribed by the 
attending physician for a period of a few months or longer 
while the woman's body begins to adjust to her lower 
estrogen production levels. 

It has also been discovered that a woman with lower 
estrogen production usually has rapid loss of bone density 
with a resultant weakening of the structural integrity of 
the bones, thus increasing the risk of fracture. This 
general condition is known as osteoporosis; and, as reported 
in the Update of the Journal of th& American cqIImp nf 
Obstetricians and Gynecol ocn s^c; f volume 7, Number 4, pages 
2-3 (for year 1981) and Volume 8, Number 2, page 1 (for year 
1982) it has been estimated that 25 percent of menopausal 
women will have fractures related to osteoporosis. A 
treatment for this problem is the administration of 
estrogen, progesterone and calcium to the patient, taken 
over the course of each calendar month. It has been 
recommended in these articles that post-menopausal women 
should take some form of calcium replacement in order to 
replenish the calcium which is lost as a result of reduced 
estrogen and progesterone production. 
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The present invention is a calendar-oriented 
prescriptive drug dispenser (and method) which can r in one 
embodiment, provide estrogen, progesterone/ and calcium to a 
patient under the care of a gynecologist or other physician. 
In order to facilitate patient compliance, the present 
.invention provides a dispenser in which the days of the 
month are associated with pill-containing enclosures, each 
enclosure having a one-to-one correspondence to a single 
calendar day. The patient is typically instructed to begin 
the medication on the first day of the next succeeding month 
and if a day is missed, to simply skip that pill-containing 
enclosure or enclosures and continue with those for the 
remainder of the month. At the end of the month the 
physician, if he or she desires, can by examining the 
dispenser, ascertain the degree of patient compliance with 
the prescriptive drugs. It has been experimentally found 
that women who have used the dispenser according to the 
present invention have high compliance with the prescriptive 
drug regimen, while those who are requested to take 
estrogen, progesterone, and calcium pills over the course of 
the month without this dispenser have relatively poor 
compliance with the regimen. 

Thus the present invention provides the means for 
insuring high compliance with a calendar-oriented 
prescriptive drug regimen and also provides the means for 
determining the degree of compliance by the attending 
physician. 

The improved dispenser disclosed herein can be easily 
stored by the patient since the carrier holding the pills in 
enclosures can be folded upon itself and stored in a 
relatively small carton. 
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Summary of th& Invention 

A dispenser for containing pills for administration 
over a period of days associated with a calendar month is 
disclosed. The dispenser comprises a plurality of pill- 
containing enclosures, each enclosure containing one pill 
associated with a prescriptive regimen to be taken by a 
patient on a given calendar date. Each pill-containing 
enclosure has a number (or number-letter combination) 
associated with it corresponding to one calendar date. 

More than one enclosure may be associated with a given 
calendar date. The bottom portion of the enclosure 
comprises part of a foil sheet which can be selectively 
ruptured for removal of the pill within the enclosure. Each 
rupture area or zone has a number (or number-letter 
combination) in proximity thereto (or on the foil itself) 
corresponding to the calendar day that appears on the front 
of the dispenser, thereby facilitating proper pill removal 
for each enclosure. If the patient forgets to take the pill 
or pills associated with one or more calendar dates, each 
enclosure remains in its sealed state; thereby providing a 
visual means to inform the attending physician of the degree 
of compliance by the patient to the prescriptive drug 
regimen. 

Preferably the pill-containing enclosures are made from 
a clear blister-pack type plastic material with an 
underlying foil backing sheet. The clear plastic enables 
the patient to see the pill contained within each enclosure. 
The remainder of the dispenser comprises a carrier 
preferably formed from flat, relatively stiff material, such 
as upper and lower cardboard sheets (which may be formed 
from one folded sheet) , so as to provide additional rigidity 
to allow the patient to easily use the dispenser. The 
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cardboard carrier is preferably folded upon itself so as to 
allow insertion in a carton with one-half the size of the 
unfolded carrier • 

The calendar indicia on the front and rear surfaces of 
the carrier are placed adjacent the corresponding pill- 
containing enclosure although they may also be imprinted on 
each rupturable zone* 

For days in which two or more enclosures are to be 
dispensed, a separate calendar date indicia may be 
associated with each enclosure, or one date may be used 
which is adjacent each such, enclosure. 

In one preferred embodiment of the present invention 
the dispenser is for the administration of post-menopausal 
prescriptive drugs for the treatment of menopausal symptoms 
and osteoporosis. In this embodiment of the invention, two 
rows each comprise six pill enclosures (accounting for the 
first twelve days of the calendar month) , wherein each 
enclosure contains an estrogen replacement pill; while the 
next six enclosures (days 13-18) are positioned in a third 
row with three additional enclosures in a fourth row 
associated with days 16-18 respectively. The enclosures in 
the third row also each contain an estrogen replacement pill 
while the enclosures in the fourth row each contain a 
progesterone pill* 

Fifth and sixth rows of pill enclosures are associated 
with days 19 through 25, one row containing estrogen 
replacement pills and the other row containing progesterone 
pills. 

The seventh row contains six pill enclosures for days 
26 through 31, with each pill enclosure containing a calcium 
replacement pill. 
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This dispenser therefore comprises a plurality of pill- 
containing enclosures corresponding to thirty-one calendar 
days with one pill enclosure associated with the first 
fifteen and the last, six calendar days and with two pill 
enclosures associated with the sixteenth through the twenty- 
fifth calendar days. 

The particular calendar month may also be indicated on 
the dispenser. In this embodiment the patient begins the 
prescriptive drug regimen on the first day of the next 
succeeding month and continues taking the pills from the 
enclosures corresponding to the days of the month. If the 
month has fewer than thirty-one days, those enclosures 
corresponding to days which do not exist are simply not used 
by the patient. Alternatively f the enclosures associated 
with the extra days can be removed by the attending 
physician or pharmacist in an embodiment where* the carrier 
is scored for these particular enclosures. With either 
embodiment, the attending physician can later observe the 
dispenser after completion of a month's use so as to 
determine the degree of patient compliance. 
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Therefore it is the principal object of the present 
invention to provide a dispenser for pills to be 
administered on a calendar oriented basis, wherein the 
dispenser comprises a plurality of rupturable pill- 
containing enclosures, each enclosure having an indicia 
associated with it on both its front and rear surfaces 
corresponding to one of the days of the month so as to make 
a one-to-one correlation between each calendar date and one 
or more pill enclosures each containing one pill to be taken 
on. that calendar date. 

Another object of the present invention is to provide a 
dispenser of the above description in which the pill- 
containing enclosures have domes formed from a transparent 
material so that the user can easily ascertain the pill 
contained therein. 

A still further object of the present invention is to 
provide a dispenser of the above description in which the 
pill-containing enclosures are arranged in a plurality of 
rows, wherein at least two rows contain enclosures 
associated with the same calendar dates. 

Another object of the present invention is to provide a 
dispenser of the above description in which the pill- 
containing enclosures are formed between a carrier formed 
from front and rear sheets having cutout portions in the 
front sheet corresponding to the protruding perimeter of the 
domes and cutout portions in the rear sheet corresponding to 
the rupturable zones of the enclosures; and further wherein 
the indicia on the rear sheet are placed in proximity to the 
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rupturable zones so as to facilitate the determination of 
which enclosure (s) to dispense for a particular calendar 
date. 

A still further object of the present invention is to 
provide a dispenser of the above description for use in the 
administration of calendar-oriented menopausal therapy drugs 
in which the first three rows of the pill-containing 
enclosures each have six enclosures containing estrogen 
pills for the first eighteen calendar dayj of a month, 
wherein a fourth row of pill-containing enclosures comprises 
three enclosures for the storage of progesterone pills, 
wherein these three enclosures are associated with the 
sixteenth through eighteenth days of the calendar month, 
wherein fifth and sixth rows each contain seven pill- 
containing enclosures for calendar days nineteen through 
twenty-five, the fifth row containing estrogen pills and the 
sixth row containing progesterone pills, and wherein a 
seventh row contains six pill-containing enclosures for 
calendar days twenty-six through thirty-one, each enclosure 
containing a calcium replacement pill, 

A still further object of the present invention is to 
provide a dispenser of the above description wherein the 
days associated with more than one pill-containing enclosure 
are color coded to facilitate proper identification. 

Another object of the present invention is to provide a 
dispenser of the above description wherein the carrier folds 
upon itself so as to reduce the overall perimeter of the 
carrier when not in use, and further wherein the dispenser 
includes a carton in which the folded carrier can be stored. 

A further object of the present invention is to provide 
a dispenser of the above description which includes score 
lines to allow the pre-use removal of pill-containing 
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enclosures that correspond to days which are greater than 
the maximum number of days in the month for which the 
dispenser is to be used. 

Another object of the present invention is to provide a 
dispenser of the above description which includes indicia 
for identifying the particular month for which the dispenser 
is to be used by a patient. 

Other objects of the present invention will in part be 
obvious and will in part appear hereinafter* 



WO 87/01100 



PCT/US86/01689 



11 



Drawing? 

For a full understanding of the nature and objects of 
the present invention, reference should be made to the 
following detailed description taken in connection with the 
accompanying drawings, in which: 

Figure 1 is a perspective view of the dispenser 
according to the present invention, showing the pill- 
containing carrier partially removed from the storage 
carton, the carrier shown in its folded state and 
illustrating some of the pill-containing enclosures formed 
therein, but for purposes of clarity not showing the indicia 
associated with each enclosure. 

Figure 2 is a top plan view of the carrier in its 
opened state illustrating the plurality of rows with pill- 
containing enclosures, each enclosure for the storage of one 
pill to be administered on a given calendar date, and 
further showing numerical indicia for the calendar date 
positioned in proximity to the pill-containing enclosure (s) 
associated with that calendar date. 

Figure 3 is a side cross-sectional view taken along 
line 3-3 of Figure 2 illustrating the carrier and pill- 
containing enclosures. 

Figure 4 is an enlarged view of the carrier and one 
pill-containing enclosure shown in Figure 3 (the dotted 
circle) illustrating the upper and lower cardboard sheets 
forming the carrier, as well as the plastic sheet used to 
form the domes of the pill-containing enclosures and the 
metalized foil sheet used to form the rupturable zones for 
each such enclosure, the latter two sheets sandwiched 
between the cardboard sheets forming the carrier. 
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Figure 5 is a bottom plan view of the carrier in its 
opened state showing the cutout portions cn the rear surface 
of the carrier which overlie the pill-containing enclosure 
rupturable zones formed by the foil sheet of the enclosures, 
and further showing that each such cutout portion and 
corresponding zone have indicia associated therewith which 
corresponds to the indicia shown on the front surface of the 
carrier corresponding to the calendar date for which the 
pill within the corresponding enclosure is to be taken by 
the patient. 

Figure 6 is a partial top plan view of the carrier 
similar to that shown in Figure 2 showing the use of one 
number with pairs of pill-containing enclosures associated 
with one calendar date. 
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EeSt Mode for Carrying nm- th a TnvPn)-inn 

As best seen in Figure 1, a dispenser 20 for calendar 
oriented drugs comprises a carrier 22 onto which are 
positioned a plurality of pill-containing enclosures 24. 
Each enclosure is preferably dimensioned to store one pill 
23 (shown in phantom for several enclosures). The dispenser 
may also include a carton 25 into which the carrier can be 
stored when in its folded position. As seen in Figures 1, 
2, 3, 5 and 6, the carrier can be folded upon itself along 
line 49. 

As seen in Figures 1, 2, 3 and 4, the carrier 22 has a 
relatively thin cross-section and is preferably made from 
relatively stiff sheet material, such as cardboard sheets 27 
and 29. The carrier sheets may be attached to each other 
along a fold line 50 so as to facilitate printing and 
fabrication of the dispenser. The pill-containing 
enclosures have domes 31 preferably fabricated from a clear 
thermoplastic material forming part of an overall 
thermoplastic sheet 26. The plastic sheet is preferably 
made from polyvinyl chloride (PVC) . As seen in Figures 4 
and 5, the lower portion of each enclosure includes a 
rupturable zone 36 formed from a sheet-like material 38. 
The sheet-like material is preferably made from a metalized 
foil sheet. 

As seen in Figure 4 r the plastic sheet 26 and the foil 
sheet 3 8 are sandwiched between the carrier's front and rear 
cardboard sheets 27 and 29 with domes 31 passing through 
cutouts 43 in sheet 27. The plastic sheet is also 
preferably adhesively attached to the foil sheet. 
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As also seen in Figures 1-4, each pill-contaxning 
enclosure is dimensioned to house a single pill 23. The 
front surface 28 of upper sheet 27 has a plurality of 
numerical indicia ranging from 1 to 31. Each indicia 
corresponds to a particular calendar date and to one of the 
pill-containing enclosures. For days when more than one 
pill-containing enclosure is to be dispensed, the numeral is 
repeated with an "A" and a "B n ; such as for the sixteenth 
day, a 16A and a 16B are shown. Of course the particular 
days where two or more enclosures are to be used can vary 
depending upon the nature of the calendar oriented drug 
regimen. 

The dispenser is thus particularly designed for the 
administration of a drug regimen to a user where the user 
takes one or more pills on each calendar day. The front 
surface of sheet 27 may optionally include indicia 34 
indicating the particular month of the year for which the 
pills are to be taken. - The particular month may then be 
identified by circling or the like, such as shown by oval 44 
in Figure 2. 

As shown in Figures 3 and 5, the rear surface 30 of 
lower cardboard sheet 29 has a plurality of cutout regions 
or portions 32 which correspond to the rupturable zones 36 
lying directly beneath the pill-containing enclosure domes 
31. Each cutout portion and corresponding foil rupturable 
zone has an indicia associated with it in a manner similar 
to that placed on the front surface 28 of cardboard sheet 
27. Although the indicia are preferably placed on the rear 
surface 30 of carrier sheet 29 , they may also be placed 
directly on the rupturable zone 36 such as- shown in phantom 
for day 10 (see Figure 5) . Each cutout portion 32 thus 
overlies a rupturable zone for the removal of the pill 
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within the corresponding enclosure by merely pressing the 
corresponding pill-enclosure dome 31 such as shown in Figure 
3 for dome 31'. y 

For most calendar drug regimens, the user is instructed 
to take the pill in the enclosure (s) corresponding to the 
specific calendar date on only that date, and if the user 
forgets to take the pill( S ) on a particular date it is left 
intact in the dispenser. in this manner, the attending 
Physician can readily determine the degree of patient 
compliance to a specific drug regimen. Thus, for example, 
the user may be instructed to begin use of the dispenser on 
the first day of a particular calendar month, for example 
the month of August, m this case, the user for the first 
day of August would remove the pill in the enclosure 
identified by the indicia «1« and for the second day of 
August would remove the pill in the enclosure identified by 
the numeral "2", and so on. If, for example, the user 
forgets to take the pill for the fourth day of August, the- 
Pill in enclosure "4" is left in the dispenser. The patient 
then continues to take the remaining pills on the days 
corresponding to those associated with each enclosure; and 
thus, on fifth of August takes the pill contained in the 
enclosure identified by the numeral "5". 

If the days of the particular month do not equal 31 
then for those days exceeding the last day of the month the 
Pills are simply left in the dispenser, if, for example, 
cne user is taking calendar oriented drugs for the month of 
September, then the pill in the enclosure identified by the 
numeral "31" would be left in the dispenser. In this way, 
the attending physician can quickly ascertain the degree of 
patient compliance with the drug regimen and can insure that 
extra pills were not taken for extra days exceeding those of 
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a particular calendar month. Alternatively, the physician 
or attending pharmacist can remove any excess pill- 
containing enclosures by tearing away those enclosures along 
corresponding score lines 39 and 41 as shown in Figures 1, 2 
and 5. 

Specifically for the administration of estrogen in 
estrogen replacement therapy treatment, the present 
invention provides a unique approach to maximizing patient 
compliance and providing the means for ascertaining this 
compliance. It has been recently discovered, as mentioned 
above, that post-menopausal. women experience a decrease in 
estrogen and progesterone production which causes various 
physiological symptoms including sudden feelings of warmth 
in the face, neck, chest, and sudden intense episodes of 
heat and sweating throughout the body, commonly referred to 
as "hot flashes 11 or "hQt flushes". These symptoms can be 
alleviated to a great extent by the administration of 
estrogen and progesterone. It has also been clinically 
determined that reduced production of estrogen and 
progesterone causes, in some women, osteoporosis; that is a 
reduction in their bone mass with a concomitant propensity 
for bone fractures. Therapeutic estrogen and progesterone 
replacement is believed to counteract to a great extent this 
reduction in bone mass which is related to a reduction in 
the calcium of the bone. 

The present invention, when used for the administration 
of post-menopausal therapeutic purposes therefore provides 
estrogen for a period of 15 days, followed by 10 days of 
both estrogen and progesterone, followed by from 3 to 6 days 
of calcium replacement during the days that the patient does 
not take estrogen or a progesterone/estrogen combination. 
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while the days that estrogen and estrogen/progesterone are 
taken these drugs act indirectly to retard bone mass 
depletion. 

As best seen in Figures 2 and 5, for days IS through 25 
of each calendar month for which such a regimen is to be 
taken, two enclosures are associated with one calendar date. 
Separate indicia with an associated "A" or "B" further help 
identify which enclosures are to be dispensed on a given 
date. Also, the days where two enclosures are to be 
dispensed can have the corresponding front surface 28 and 
rear surface 30 color shaded such as shown by shaded regions 
33 and 37. 

FIGURE 6 shows a top view of an alternative embodiment 
of the invention where one numerical indicia is used to 
identify two enclosures for a single calendar date. The 
bottom of the carrier in this embodiment would similarly use 
one indicia for the same enclosures. 

When the present invention is used for postmenopausal 
therapy, one of the preferred drug regimens is presented in 



Table 1. 



Table 1 



Days Estrogen* Progesterone* Calcium*** 

1-15 0.625 mg/day ■ 

16-25 0.625 mg/day 5 mg/day 

26-end — 

of month 



50 0 mg/day 



Another regimen for a smaller dosage of estrogen is 
presented in Table 2. 



WO 87/01100 



PCT/US86/01689 



18 



Days 
1-15 
16-25 
26-end 
of month 



Estrogen* 
0*3 mg/day 
0*3 rag/day 



Table 2 
Progesterone* 
5 mg/day 



Cal cium*** 



50 0 mg/day 



Another drug regimen using a higher dosage of 
progesterone is given in Table 3. 

Table 3 



Days Estrogen* Progesterone* 

1-15 0.625 mg/day 

16-25 0*625 mg/day 10 mg/day 

26 -end — — 

of month 



Calcium*** 



50 0 mg/day 



* Estrogen in the form of conjugated estrogen. 
** Progesterone in the form of medroxyprogesterone 
acetate. 

*** Calcium in the form of calcium carbonate. 



The particular regimen- to use would, of course, be 
determined by the attending physician. 

In a clinical study performed by joint inventor Walter 
G. Leonard, M.D., it has been found that patient compliance 
becomes extremely good when estrogen replacement therapy is 
conducted through a dispenser similar to the present 
invention. 
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effej P " Sent in " entl °» has been found to provide an 

IrrTr/ eanS Pr ° Per a *"i"ratio„ of calendar 

oriented drug regimens since it provides the user with a 
direct one-to-one correlation between the pin or pilis to 

calender T 'jr*"™ 1 " d " 6 Md <*• ^ as shown by the 
calendar for the given month. It also provides an easily 
verifiable record of the patient's compliance with the 
calendar oriented drug regimen. 

The dispenser through the use of rupturable pill- 
containing enclosures having indicia on both the front and 
rear surfaces of the carrier provides an effective and easy- 
to-use device for both storing drugs and for their 
administration when directed to a calendar oriented regimen. 

It win thus be seen that the objects set forth above, 
among those made apparent from the preceding description, 
are efficiently attained and, since certain changes may be 

for!„ \7 ryi " S ° Ut ab ° Ve e °""™ction •*» "thoa set 
forth without departing from the scope of the invention, it 
is intended that all matter contained in the above 
description or shown in the accompanying drawings shall be 
interpreted as illustrative and not in a limiting sense 

are lit " " U " derSt00d th " th * following claims 

are mtenoed to cover all of the generic and specific 
features of the invention herein described, and all 
statements o, the scope of the invention which, as a matter 
of language, might be said to fall therebetween 

Having described the invention, what is claimed is- 
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1. A unitary, non-reuseable dispenser for the storage 
dispensing, and patient compliance indication of calendar- 
oriented pills comprising: 

A) a plurality of pill-containing enclosures, each 
enclosure corresponding to only one day of a 
calendar month, each enclosure comprising a dome 
for overlying one pill. and a rupturable zone 
positioned below the dome for sealing said pill 
within the enclosure, said zone being rupturable by 
downward pressure on the dome so as to release the 
pill contained within the enclosure; 

B) a carrier comprising a first sheet overlying the 
domes of the plurality of pill-containing 
enclosures, the sheet comprising a plurality of 
cutouts dimensioned for passage therethrough of the 
enclosure domes, said cutouts positioned with 
respect to each other in a manner similar to the 
spacial relationship of the pill enclosures to each 
other, and a second sheet overlying the rupturable 
zones having cutouts corresponding in size to the 
size of the rupturable zones, said cutouts 
positioned with respect to each other in a manner 
similar to the spatial relationship of the 
rupturable zones to each other, so as to allow the 
pill released via the rupturable zone to pass 
through the corresponding cutout in the second 
sheet; 

C) consecutive integer indicia positioned on the first 
sheet of the carrier in proximity to the domes so 
that each dome is identified by one and only one of 
said indicia and thereby to visually identify each 
dome with one and only one calendar date of a 
calendar month; and 



WO 87/01100 



PCT/US86/01689 



21 



D) consecutive integer indicia positioned on the 
second sheet of the carrier in proximity to the 
rupturable zones so that each zone is identified by 
one and only one of said indicia and thereby to 
visually identify each zone with one and only one 
calendar date of a calendar month; 
whereby the dispenser stores pills in the plurality of m _ 
containing enclosures in a manner that provides visual 
identification of each enclosure from both the front and 
rear of the dispenser with one and only one calendar date of 
a calendar month, so that dispensing of pills on a daily 
basis is facilitated, and whereby monitoring of user ' 
compliance with the calendar oriented regimen is facilitated 
by identification of the pill-containing enclosures which 
are not dispensed for any given calendar date. 

2. A dispenser as defined in claim 1 wherein at least 
some of the pill-containing enclosures are associated with 
the same calendar date. 

3. A dispenser as defined in claim 2 wherein the 
rupturable zones are formed from a backing sheet which is 
positioned between the first and second sheets of the 
carrier. 

of th !" * diSpenSer as defined in claim 3 wherein the domes 
of the pill-containing enclosures are formed from a plastic 
sheet which is positioned over the backing sheet and the 
combination of the plastic sheet and backing sheet being 
sandwiched between the first and second sheets of the 
carrier. 

5. a dispenser as defined in claim 4 wherein the 
backmg sheet is formed from a thin metalized foil sheet 

6. A dispenser as defined in claim 5 wherein the 
Plastxc sheet is formed from polyvinyl chloride (PVC) 
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7. A dispenser as defined in claim 6 further 
comprising indicia on the first sheet of the carrier for 
identifying the month for which the dispenser is to be used. 

8. A dispenser 'as defined in claim 4 wherein the first 
and second sheets of the carrier are attached to each other 
along a fold line. 

9. A dispenser as defined in claim 4 wherein the 
plurality of pill-containing enclosures are arranged in 
seven rows, the first three rows each comprising six 
enclosures corresponding to calendar days 1 through 18 , 
wherein each of these enclosures contains an estrogen pill, 
wherein three enclosures are in the fourth row corresponding 
to calendar days 16, 17 and 18, respectively, wherein each 
of these enclosures contains a progesterone pill, wherein 
the fifth and sixth rows each contain six enclosures for 
calendar days 19 through 25, wherein the enclosures in the 
fifth row each contain an estrogen pill and the enclosures . 
in the sixth row each contain a progestero'ne pill, and 
wherein the seventh row contains six enclosures for calendar 
days 26 through 31, wherein each of these enclosures 
contains a calcium pill. 

10. A dispenser as defined in claim 9 wherein the 
integer indicia positioned on the second sheet of the 
carrier are placed within the area defined by the rupturable 
zones of each pill enclosure. 

11. A dispenser as defined in claim 9 wherein the first 
and second sheets of the carrier are further defined by a 
fold line extending between the fourth and fifth rows of 
pill-containing enclosures so that the carrier can be folded 
upon itself along this line; and wherein the dispenser 
further comprises a carton dimensioned for receipt of the 
folded carrier. 
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12. A dispenser as defined in. claim 11 wherein the 
first and second sheets of the carrier each comprise a 
shaded portion surrounding the pill-containing enclosures 
corresponding to the calendar days in which more than one 
pill is to be dispensed for the given calendar day. 

13. A dispenser as defined in claim 12 wherein the 
consecutive indicia comprise unique indicia for each pin- 
contaxning enclosure for those days of the calendar month in 
which more than one pill is to be dispensed. 

14. A dispenser as defined in claim 13 further 
comprising score lines in the first and second carrier 
sheets about the pill-containing enclosure for days 29 
through 31, the score lines thereby facilitating removal of 
the enclosures identified by calendar days 29, 30 or 31 so 
as to remove any of such enclosures for months having fewer 
calendar days. 

15. A dispenser as defined in claim 14 further 
comprising indicia on the first sheet of the carrier for 
identifying the month for which the dispenser is to be used. 

16. A dispenser as defined in claim 14 wherein the 
integer indicia positioned on the second sheet of the 
carrier are placed within the area defined by the rupturable 
zones of each pill enclosure. 

17. a dispenser as defined in claim 1 further 
comprising indicia on the first sheet of the carrier for 
identifying the month for which the dispenser is to be used 

18. A dispenser as defined in claim 1 wherein the 
integer indicia positioned on the second sheet of the 
carrier are placed within the area defined by the rupturable 
zones of each pill enclosure. 

19. A dispenser as defined in claim 1 wherein the first 
and second sheets of the carrier are attached to each other 
along a fold line. 



WO 87/01100 



PCT/US86/01689 



24 

20. A dispenser as defined in claim 1 wherein the first 
and second sheets of the carrier are further defined by a 
fold line extending across their surfaces so that the 
carrier can be folded upon itself along this line; and 
wherein the dispenser further comprises a carton dimensioned 
for receipt of the folded carrier. 

21. A dispenser as defined in claim 2 wherein the first 
and second sheets of the carrier each comprise a shaded 
portion surrounding the pill-containing enclosures 
corresponding to the calendar days in which more than one 
pill is to be dispensed for- the given calendar day. 

22. A unitary, non-reuseable dispenser for the storage, 
dispensing, and patient compliance indication of post- 
menopausal calendar-oriented estrogen therapy pills 
comprising: 

A) a backing sheet formed from a thin metalized foil 
sheet containing a plurality of rupturable zones, 
the zones arranged in seven rows, the first three 
rows each comprising six zones corresponding to 
calendar days 1 through 18, each zone dimensioned 
for underlying one estrogen pill, the fourth row 
containing three rupturable zones corresponding to 
calendar days 16-18, each zone dimensioned for 
underlying a progesterone pill, the fifth row 
containing six rupturable zones corresponding to 
calendar days 19 through 25, each zone dimensioned 
for underlying an estrogen pill, the sixth row 
containing six rupturable zones also corresponding 
to calendar days 19 through 25, each zone 
dimensioned for underlying a progesterone pill, and 
the seventh row containing six rupturable zones 
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corresponding to calendar days 26 through 31, each 
dimensioned for underlying a calcium replacement 
Pill; 

B) a pi astic sheet sealingly positioned Qver the 
backing sheet, the plastic sheet having a plurality 
of domes formed therein, each dome dimensioned for 
overlying one of the rupturable zones so as to form 
a Pill-containing enclosure dimensioned for receipt 
of one pill of the calendar-oriented estrogen 
therapy regimen to be stored and dispensed by the 
dispenser; 

C) a carrier having a first sheet overlying the domes 
of the plastic sheet, the first sheet having a 
Plurality of cutouts dimensioned and spaced with 
respect to each other so as to allow the domes to 
protrude through the sheet, and a second sheet 
overlying the backing sheet, the second sheet also 
having a plurality of cutouts -dimensioned and 
spaced with respect to each other so as to allow 
the rupturable zones formed in the backing sheet to 
be exposed; and 

D] consecutive indicia positioned on the first sheet 
of the carrier, the indicia representing integers 
from the numeral one to thirty-one, each indicia 
positioned in proximity to each dome to be 
dispensed on a particular calendar day so as to 
visually identify each dome with one and only one 
calendar date; 

whereby the user of the calendar-oriented dispenser can 
easily identify each pill to be dispensed on a given 
calendar date, wherein the dispenser facilitates compliance 
with the postmenopausal estrogen therapy calendar-oriented 
regimen and whereby compliance with the regimen can be 
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ascertained by determining which domes of the pill- 
containing enclosures contain pills at the completion of the 
calendar-oriented regimen for a given calendar month. 

23. A dispenser as defined in claim 22 further 
comprising consecutive indicia positioned on the second 
sheet of the carrier, the indicia representing integers fr 
the numeral one to thirty-one, each indicia positioned in 
proximity to each rupturable zone associated with a 
particular calendar date. 

24. A dispenser as defined in claim 22 wherein the 
first and second sheets of the carrier are further defined 
by a fold line extending between the fourth and fifth rows 
of pill-containing enclosures so that the carrier can be 
folded upon itself along this line; and wherein the 
dispenser further comprises a carton dimensioned for receipt 
of the folded carrier. 

25. A dispenser as defined in claim 24 wherein the 
consecutive indicia comprise unique indicia for each pill- 
containing enclosure for those days of the calendar month in 
which more than one pill is to be dispensed. 

26. A dispenser as defined in claim 25 wherein the 
first sheet of the carrier further comprises a shaded 
portion surrounding the pill-containing enclosures 
corresponding to the calendar days in which more than one 
pill is to be dispensed for the given calendar day. 

27. a dispenser as defined in claim 26 further 
comprising indicia identifying a particular month of the 
year for which the dispenser is to be used. 

28. a dispenser as defined in claim 27 further 
comprising score lines in the first and second carrier 
sheets about the pill-containing enclosures for days 29 
through 31, the score lines thereby facilitating removal of 
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the enclosures identified by calendar days 29, 3 0 or 31 so 
as to remove any of such enclosures for months having fewer 
calendar days. 

29. a dispenser as defined in claim 23 wherein the 
first and second sheets of the carrier each comprise a 
shaded portion surrounding the pill-containing enclosures 
corresponding to the calendar days in which more than one 
Pill is to be dispensed for the given calendar day. 

30. A dispenser as defined in claim 29 wherein the 
first and second sheets of the carrier are further defined 
by a fold line extending between the fourth and fifth rows 
of pill-containing enclosures so that the carrier can be 
folded upon itself along this line; and wherein the 
dispenser further comprises a carton dimensioned for receipt 
of the folded carrier. 

31. A dispenser as defined in claim 30 wherein the 
consecutive indicia comprise unique indicia for each pill- 
containing enclosure for those days of the calendar month in 
which more than one pill is to be dispensed. 

32. A dispenser as defined in claim 31 further 
comprising indicia identifying a particular month of the 
year for which the dispenser is to be used. 

33. A dispenser as defined in claim 32 further 
comprising score lines in the first and second carrier 
sheets about the pill-containing enclosure for days 29 
through 31, the score lines thereby facilitating removal of 
the enclosures identified by calendar days 29, 30 or 31 so 
as. to remove any of such enclosures for months having fewer 
calendar days. 

34. a dispenser as defined in claim 33 wherein the 
first and second sheets of the carrier are attached to each 
other along a fold line. 
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35. A dispenser as defined in claim 22 further 
comprising score lines in the first and second carrier 
sheets about the pill-containing enclosure for days 29 
through 31, the score lines thereby facilitating removal of 
the enclosures identified by calendar days 29, 3 0 or 31 so 
as to remove any of such enclosures for months having fewer 
calendar days. 

36. A dispenser as defined in claim 22 wherein the 
first and second sheets of the carrier are attached to each 
other along a fold line. 

37. A unitary, non-reuseable dispenser of pills for the 
storage, dispensing and patient compliance indication of a 
post-Eienopausal oriented estrogen regimen comprising: 

A) a backing sheet containing a plurality of 
rupturable zones, the zones arranged in a plurality 
of rows, a first group of such zones corresponding 
to a first set of calendar days for which an 
estrogen pill is to be taken on each day, a second 
group of such zones corresponding to a second set 
of calendar days for which a progesterone pill is 
to be taken on each day, and a third group of such 
zones corresponding to a third group of calendar 
days for which a calcium pill is to be taken on 
each day; 

B) a plastic sheet sealingly positioned over the 
backing sheet, the plastic sheet having a plurality 
of domes formed therein, each dome dimensioned for 
overlying one of the rupturable zones so as to form 
a pill-containing enclosure dimensioned for receipt 
of one pill of the calendar-oriented regimen to be 
stored and dispensed by the dispenser; 
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CJ a carrier having a first sheet overlying the domes 
of the plastic sheet, the first sheet having a 
Plurality of cutouts dimensioned and spaced with 
respect to each other so as to allow the domes to 
protrude through the sheet, and a second sheet 
overlying the backing sheet, the second sheet also 
having a plurality of cutouts dimensioned and 
spaced with respect to each other so as to allow 
the rupturable zones formed in the backing sheet to 
be exposed; and 

D) consecutive indicia positioned on the first sheet 
of the carrier, the indicia representing integers 
corresponding to at least the maximum number of 
days of a particular calendar month for which the 
dispenser is to be used so as to visually identify 
each zone with one and only one calendar date- 
whereby the user of the calendar-oriented dispenser can 
easily identify each pill to be dispensed on a given 
calendar date, wherein the dispenser facilitates compliance 
with the postmenopausal estrogen therapy regimen and 
whereby compliance with the regimen can be ascertained by ■ 
determining which domes of the pill-containing enclosures 
contain pills at the completion of the calendar-oriented 
regimen for a given calendar month. 

38. A dispenser as defined in claim 37 wherein the 
second group of zones corresponding to a second set of 
calendar days correspond to at least some of the same 
calendar days of the first group of zones; wherein for such 
corresponding calendar days an estrogen pill and 
progesterone pill are to be dispensed. 
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39. A dispenser as defined in claim 38 further 
comprising consecutive indicia positioned on the second 
sheet of the carrier, the indicia representing integers 
corresponding to at least the maximum number of days of a 
particular calendar month for which the dispenser is to be 
used so as to visually identify each zone with one and only 
one calendar date. 

40. A dispenser as defined in claim 39 wherein the 
first and second sheets of the carrier are further defined 
by a fold line extending across their surfaces so that the 
carrier can be folded upon- itself along this line; and 
wherein the dispenser further comprises a carton dimensioned 
for receipt of the folded carrier. 

41. A dispenser as defined in claim 40 wherein the 
consecutive indicia comprise unique indicia for each pill- 
containing enclosure corresponding to days of the calendar 
month xa which more than one pill is to be dispensed 

42. A dispenser as defined in claim 41 wherein the 
first sheet of the carrier further comprises a shaded 
portion surrounding the pill-containing enclosures 
corresponding to the calendar days in which more than one • 

13 t0 be d ^pensed for the given calendar day. 

43. A dispenser as defined in claim 42 further 
comprising indicia identifying a particular month of the 
year for which the dispenser is to be used. 

44. a dispenser as defined in claim 43 wherein the 

third set of calendar days includes days corresponding to 

cays 29, 30 and 31, wherein the dispenser further comprises 
scor e x in the f . rst second ^^.^ sheets ^ 

Pill-conta.ning enclosures for days 29 through 31, the score 
lines thereby facilitating removal of the enclosures 
loentified by calendar days 29 through 31 so as to remove 
any of such enclosures for months having fewer calendar 
days* 
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45. A dispenser as defined in claim 3 8 wherein the 
first and second sheets of the carrier each comprise a 
shaded portion surrounding the pill-containing enclosures 
corresponding to the calendar days in which more than one 
Pill is to be dispensed for the given calendar day. 

46 A dispenser as defined in claim 45 wherein the 

bv^ flit I" 0 "" SheetS ° f ° arrier are further 

by a fold Une extending across their surfaces so that the 

carrier can be folded upon itself along this line; and 
wherexn the dispenser further- comprises a carton dimensioned 
for receipt of the folded carrier. 

47. A dispenser as defined in claim 46 wherein the 
consecutive indicia comprise unique indicia for each pill- 
containing enclosure for those days of the calendar month in 
which more than one pill is to be dispensed. 

48. A dispenser as defined in claim 47 further 
comprising indicia identifying a particular month of the 
year for which the dispenser is to be used. 

49. A dispenser as defined in claim 48 further 
comprising score lines in the first and second carrier 
sheets about the pill-containing enclosure for days 29 
through 31, the score lines thereby facilitating removal of 
the enclosures identified by calendar days 29 , 3 0 or 31 so 

of such enciosures for — — <«< 

50. A dispenser as defined in claim 49 wherein the 
first and second sheets of the carrier are attached to each 
other along a fold line. 

51. a dispenser as defined in claim 37 wherein the 
thxrd set of calendar days includes days corresponding to 
days 29 30 and 31, wherein the dispenser further comprises 
score ixnes in the first and second carrier sheets about the 
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pill-containing enclosures for days 29 through 31, the score 
lines thereby facilitating removal of the enclosures 
identified by calendar days 29 through 31 so as to remove 
any of such enclosures for months having fewer calendar 
days* 

52. A dispenser as defined in claim 37 wherein the 
first and second sheets of the carrier are attached to each 
other along a fold line. 

53. A method of dispensing medication which is intended 
to be taken on a calendar-oriented basis comprising the 
steps of: 

1) storing the medication to be dispensed for each 
calendar date in a plurality of pill-containing 
enclosures affixed on a carrier, each enclosure 
identified by indicia and corresponding to only one 
day of a calendar month, each enclosure comprising 
a dome overlying one pill in a rupturable zone 
positioned below the dome for sealing said pill 
within the enclosure; 

2} arranging the pill-containing enclosures in rows; 
and 

3) rupturing the rupturable zone of the pill- 
containing enclosures corresponding to the calendar 
day for which the medication is to be dispensed. 

54. A method of dispensing medication as defined in 
claim 53 wherein the medication to be dispensed is in the 
form of pills. 

55. A method of dispensing medication as defined in 
claim 54, wherein the step of arranging the pill-containing 
enclosures in rows comprises the use of seven rows, wherein 
the first three rows each comprise six enclosures 
corresponding to calendar days 1 through 18, wherein each of 
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these enclosures contains an estrogen pill, wherein three 
enclosures are in the fourth row corresponding to calendar 
days 16, 17 and 18, respectively, wherein each of these 
enclosures contains a progesterone pill, wherein the fifth 
and sixth rows each .contain six enclosures for calendar days 
19 through 25, wherein the enclosures in the fifth row each 
contain an estrogen pill and the enclosures in the sixth row 
each contain a progesterone pill, and wherein the seventh 
row contains six enclosures for calendar days 26 through 31, 
wherein each of these enclosures contain a calcium pill. 

56. A method of dispensing medication as defined in 
claim 55 further wherein the indicia corresponding to a 
particular calendar date include separate indicia for each 
pill-containing enclosure to be dispensed on that calendar 
date. 

57. A method of dispensing medication as defined in 
claim 56 further comprising the step of shading those 
portions of the carrier corresponding to days of the 
calendar month for which more than one pill-containing 
enclosure is to be dispensed. 

58. A method of dispensing medication as defined in 
claim 57 further comprising the step of folding the carrier 
in half when not in use and storing the folded carrier in a 
carton. 

59. A method of dispensing medication as defined in 
claim 58 further comprising the step of scoring the carrier 
about those pill-containing enclosures corresponding to 
calendar days 29, 30 and 31 so as to facilitate removal of 
the enclosures for months having fewer calendar days. 
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AMENDED CLAIMS 

[received by the International Bureau on 07 January 1987 (07.01 .87); 
original claims 37 and 53 amended; other claims unchanged (3 pages)] 

35. A dispenser as defined in claim 22 further 
comprising score lines in the first and second carrier 
sheets about the pill-containing enclosure for days 29 
through 31 , the score lines thereby facilitating removal 
of the enclosures identified by calendar days 29 , 3 0 or 
31 so as to remove any of such enclosures for months 
having fewer calendar days. 

36. A dispenser as defined in claim 22 wherein the 
first and second sheets of the carrier are attached to 
each other along a fold line. 

37. A unitary, non-reuseable dispenser of pills for 
the storage, dispensing and patient compliance 
indication of a post-menopausal oriented estrogen 
regimen comprising: 

A) a backing sheet containing a plurality of 
rupturable zones, the zones arranged in a 
plurality of rows, a first group of such zones 
corresponding to a first set of calendar days 
for which an estrogen pill is to be taken on 
each day, a second group of such zones 
corresponding to a second set of calendar days 
for which a progesterone pill is to be taken on 
each day; 

B) a plastic sheet sealingly positioned oyer the 
backing sheet, the plastic sheet having a 
plurality of domes formed therein, each dome 
dimensioned for overlying one of the rupturable 
zones so as to form a pill-containing enclosure 
dimensioned for receipt of one pill of the 
calendar-oriented regimen to be stored and 
dispensed by the dispenser; 
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C) 



a carrier having a first sheet overlying the 
domes of the plastic sheet, the first sheet 
having a plurality of cutouts dimensioned and 
spaced with respect to each other so as to 
allow the domes to protrude through the sheet, 
and a second sheet overlying the backing sheet, 
the second sheet also having a plurality of 
cutouts dimensioned and spaced with respect to 
each other so as to allow the rupturable zones 
formed in the backing sheet to be exposed; and 



D) 



consecutive indicia positioned on the first 
sheet and the second sheet of the carrier, the. 
indicia representing integers 'corresponding to 
at least the maximum number of days of a 
particular calendar month for which the 
dispenser is to be used so as to visually 
identify each zone with one and only one 
calendar date; 

whereby the user of the calendar-oriented dispenser can 
easily identify each pill to be dispensed on a given 
calendar date, wherein the dispenser facilitates 
compliance with the post-menopausal estrogen therapy 
regimen and whereby compliance with the regimen^can be 
ascertained by determining which domes of the pill- 
containing enclosures contain pills at the completion of 
the calendar-oriented regimen for a given calendar 
month. 

38. A dispenser as defined in claim 37 wherein the 
second group of zones corresponding to a second set of 
calendar days correspond to at least some of the same 
calendar days of the first group of zones; wherein for 
such corresponding calendar days an estrogen pill and 
progesterone pill are to be dispensed. 
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"pill-containing enclosures for days 29 through 31, the 
score lines thereby facilitating removal of the 
enclosures identifed by calendar days 29 through 31 so 
as to remove any of such enclosures for months having 
fewer calendar days. 

52. A dispenser as defined in claim 37 wherein the 
first and second sheets of the carrier are attached to 
each other along a fold line. 

53. A method of dispensing medication which is 
intended to be taken on a calendar-oriented basis 
comprising the steps of: 

1) storing the medication to be dispensed for each 
calendar date in a plurality of pill-containing 
enclosures affixed on a carrier , each enclosure 
identified by indicia on both the front and 
rear surfaces of the carrier and corresponding 
to only one day of a calendar month, each 
enclosure comprising a dome overlying one pill 
in a rupturable zone positioned below the dome 
for sealing said pill within the enclosure; 

2) arranging the pill-containing enclosures in 
rows; and 

3) rupturing the rupturable zone of the pill- 
containing enclosures corresponding to the 
calendar day for which the medication is to be 
dispensed. 

5 4. A method of dispensing medication as defined in 
claim 53 wherein the medication to be dispensed is in 
the form of pills. 

55. A method of dispensing medication as defined in 
claim 54, wherein the step of arranging the pill- 
containing enclosures in rows comprises the use of seven 
rows, wherein the first three rows each comprise six 
enclosures corresponding to calendar days 1 through 18, 
wherein each of 



WO 87/01100 



PCT/LS86/01689 




SUBSTITUTE SHEET 



INTERNATIONAL SEARCH REPORT 

International Application No 



PCT/US86/01689 



1, CLASSIFICATION OF SUBJECT MATTER (if several classification symbols apply, indicate all) 3 



According to International Patent Classification (IPC) or to both National Classification and IPC 



IPC(4) : B65D 83/04, 73/00 



II. FIELDS SEARCHED 



Minimum Documentation Searched * 



Classification System 



U.S. 



Classification Symbols 



206/534,531,539,459; 116/308 



Documentation Searched other than Minimum Documentation 
to the Extent that such Documents are included in the Fields Searched 5 



HI. DOCUMENTS CONSIDERED TO BE RELEVANT L * 



Category * 


Citation of Document, with indication, where appropriate, of the relevant passages it 


Relevant to Claim No. * 8 


Y 


US, 


A, 


3,494,322, Published 10 February 1970 
(Dubbels) See entire document 


1 - S Q 


A 


us , 


A, 


3,283,885, Published 8 November 1966 
(Grunewald et al) 


1-59 


A 


us , 


A, 


3,324,995, Published 13 'june 1967 
(Sharp , Jr. ) 


1-5 9 


A 


us , 


A, 


3,381,808, Published. 7 May 1968 
(McGraw II) 


1-59 


A 


us , 


A 9 


3,651,927, Published 28 March 1972 
(Richardson et al) 


1-59 


Y 


us , 


A, 


4,158,411, Published 19 June 1979 
(Hall et al) See entire document 


1-59 


Y 


us , 


A, 


4,169,531, Published 2 October 1979 
(Wood) See entire document, Fig. 8 


1-59 


A 


us , 


A, 


4,295,567, Published 20 October 1981 
(Knudsen) 

(See second sheet) 


1-59 



*" Special categories of cited documents: 15 

"A" document defining the general state of the art which is not 
considered to be of particular relevance 

"E" earlier document but published on or after the international 
filing date 

"L" document which may throw doubts on priority claim(s) or 
which is cited to establish the publication date of another 
citation or other special reason (as specified) 

"O'* document referring to an oral disclosure, use, exhibition or 
other means 

"P" document published prior to the international filing date but 
later than the priority date claimed 



"T" later document published after the international filing date 
or priority date and not in conflict with the application but 
cited to understand the principle or theory underlying the 
invention 

"X" document of particular relevance; the claimed invention 
cannot be considered novel or cannot be considered to 
involve an inventive step 

"Y" document of particular relevance; the claimed invention 
cannot be considered to involve an inventive step when the 
document is combined with one or more other such docu- 
ments, such combination being obvious to a person skilled 
in the art. 

document member of the same patent family 



IV. CERTIFICATION 



Date of the Actual Completion of the International Search 2 

20 October 1986 


Date of Mailing of this International Search Report 8 

0 7 NOV 586 


International Searching Authority * 

ISA/US 


Signature of Authorized Officer 40 

Joseph M. Moy ^J^/ 5 ?' "^V^ 



Form PCT/1SA/210 (second sheet) (October 1981) 



International Application No, 



PCT/US86/01689 



FURTHER INFORMATION CONTINUED FROM THE SECOND SHEET 



US, A, 3,057,473, Published 9 October 1962 
(Stern et al) See entire document 



1-59 



VQ OBSERVATIONS WHERE CERTAIN CLAIMS WERE FOUND UNSEARCHABLE 10 



This international search report has not been established in respect of certain claims under Article 17(2) Ca) for the following reasons: 
1.Q Claim numbers , because they relate to subject matter 12 not required to be searched by this Authority, namely: 



gj — I claim numbers... , because they relate to parts of the international application that do not comply with the prescribed require 

ments to such an extent that no meaningful international search can be carried out w, specifically: 



VlQ OBSERVATIONS WHERE UNITY OF INVENTION IS LACKING u 



This International Searching Authority found multiple inventions In this international application as follows: 



1. Q As all required additional search fees were timely paid by the applicant, this international search report covers ail searchable claims 

of the international application. 

2. Q As only some of the required additional search fees were timely paid by the applicant, this international search report covers only 

those claims of the international application for which fees were paid, specifically claims: 



3 .n No required additional search fees were timely paid by the applicant. Consequently, this international search report Is restricted to 
the invention first mentioned in the claims; it is covered by claim numbers: 



4 I | As all searchable claims could be searched without effort justifying an additional fee, the International Searching Authority did not 
— invite payment of any additional fee. 

Remark on Protest 

| | The additional search fees were accompanied by applicant's protest 

| | No protest accompanied the payment of additional search fees. 
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